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0.' ADDENDUM TO THE

CORPORATE INTEGRITY AGREEMENT
BETWEEN THE

OFFICE OF INSPECTOR GENERAL
OF THE

DEPARTMENT OF HEALTH AND HUMAN SERVICES
AND

B&B HOLDINGS ENTERPRISES, INC.,
SOUTH EASTERN HEALTH MANAGEMENT ASSOCIATION, INC.,

MEDCARE HOME HEALTH SERVICES, INC.,
HOME HEALTH SERVICES OF SOUTH FLORIA, INC.,

DIBI A USA HOME HEALTH INC.,
SPECIAL CARE, INC. AND WILFRED BRACERAS

i. PREAMBLE

Effective November 11, 2004, B&B Holdings Enterprises, Inc., South Eastern
Health Management Association, Inc., MedCare Home Health Services, Inc., Home
Health Services of South Florida, Inc., d/la USA Home Health Inc., Special Care, Inc.
and Wilfred Braceras (collectively SEHMA Home Health Entities) entered into a
Corporate Integrity Agreement (CIA) with the Office ofInspector General (GIG) of the
United States Department of Health and Human Services (RRS) (hereinafter referred to
as the "CIA"). The SEHMA Home Health Entities hereby enter into this Addendum to
the CIA to amend the CIA. Contemporaneously with this Addendum to the CIA, B&B
Holdings Enterprises, Inc., MedCare, and Wilfred Braceras are entering into a Civil
Monetary Penalties Settlement Agreement with the OIG to settle claims involving
conduct that involved Wilfred Braceras and MedCare Home Health Services, Inc. (the
Settlement Agreement).

This Addendum to the CIA sets forth additional corporate integrity obligations for
the SEHMA Home Health Entities. All other sections ofthe SEHMA Home Health
Entities' CIA wil remain unchanged and in effect, unless specifically amended herein or
upon the prior written consent of the OIG and the SEHMA Home Health Entities.

II. TERMS AND SCOPE OF THE ADDENDUM TO THE CIA

A. The period of compliance obligations assumed by the SEHMA Home

Health Entities under this Addendum shall be contemporaneous with the
period of compliance assumed under the SEHMA Home Health Entities'
CIA. The effective date of this Addendum to the CIA shall be the date onAddendum -1-
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which the final signatory of this Addendum to the CIA executes this
Addendum to the CIA (Effective Date). For purposes of this Addendum to
the CIA, each one-year period beginning with the one-year period
commencing February 25,2008, shall be referred to as a "Reportng
Period" or an "Audit Year."

B. Sections III, VI, VII, VIII, IX, X, and XI ofthe CIA are hereby

incorporated into this Addendum to the CIA by reference and Sections III,
VI, VII, IX, X, and XI shall expire as to this Addendum to the CIA no later
than 120 days after OIG's receipt of: (1) the SEHMA Home Health
Entities' final annual report pursuant to this Addendum to the CIA; or (2)
any additional materials subnutted pursuant to OIG's request, whichever is
later.

C. Section II.C. of the CIA is hereby incorporated into this Addendum by
reference, and is hereby amended by adding the following terms:

1. "Arrangements" shall mean every arrangement or transaction that:

a. involves, directly or indirectly, the offer, payment, solicitation, or
receipt of anything ofvalne; and is between the SEHMA Home
Health Entities and any actual or potential source of health care

business or referrals to the SEHMA Home Health Entities or any-
actual or potential recipient of health care business or referrals from
the SEHMA Home Health Entities. The term "source" shall mean
any physician, contractor, vendor, or agent and the teri "health care

business or referrals" shall be read to include referring,
recommending, aranging for, ordering, leasing, or purchasing of
any good, facility, item, or service for which payment may be made
in whole or in part by a Federal health care program; or

b. is between the SEHMA Home Health Entities and a physician (or
a physician's immediate family member (as defined at 42 C.F.R. §
411.351)) who makes a referral (as defined at 42 D.S.C. §
1395nn(h)(5)) to the SEHMA Home Health Entities for designated
health services (as defined at 42 V.S.C. § 1395nn(h)(6)).

2. "Arrangements Covered Persons" includes each Covered Person
involved with the development, approval, management, or review of
Arrangements on behalf of the SEHMA Home Health Entities.

Addendum - 2-
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D. Nothing in this Addendum shall be constred to modify the regulatory
and/or statutory provisions that relate to the Anti-Kickback Statute and
Stark Law.

III. CORPORATE INTEGRITY OBLIGATIONS

The SEHMA Home Health Entities shall establish and maintain a Compliance
Program that includes the following elements:

A. Written Standards.

Section IILB.3 of the CIA (Policies and Procedures) is hereby incorporated into
this Addendum by reference and is amended by the addition of the following provisions:
To the extent not already completed before the Effective Date of this Addendum to the
CIA, but no later than 90 days after the Effective Date of this Addendum to the CIA, the
SEHMA Home Health Entities shall implement written Policies and Procedures
regarding the operation of the SEHMA Home Health Entities' compliance program and
its compliance with Federal health care program requirements. Such Policies and
Procedures shall address:

a. 42 V.S.C. § 1320a-7b(b) (Anti-Kickback Statute) and 42 D.S.C.
§ 1395nn (Stark Law), and the regulations and other guidance
documents related to these statutes, and business or financial
arrangements or contracts that generate unlawful Federal health care
program business in violation of the Anti-Kickback Statute or the
Stark Law; and

b. the requirements set forth in Section C of this Addendum to the
CIA (Compliance with the Anti-Kickback Statute and Stark Law),
including but not limited to the Arrangements Database, the internal
review and approval process, and the tracking of remuneration to
and from sources of health care business or referrals.

To the extent not already completed before the Effective Date of this Addendum
to the CIA, but no later than 90 days after the Effective Date of this Addendum to the
CIA, the relevant portions of the Policies and Procedures shall be distributed to all
individuals whose job functions relate to those Policies and Procedures. Distribution may
include publishing such Policies and Procedures on the SEHMA Home Health Entities'
intranet or other internal web site available to all employees. If the SEHMA Home
Health Entities use such an electronic method of distribution, it must notify the

Addendum - 3-
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individuals receiving the Policies and Procedures that the Policies and Procedures wil be
distributed in such a maner and it must monitor the distribution to ensure that all
appropriate individuals received the Policies and Procedures. Appropriate and
knowledgeable staff shall be available to explain the policies and procedures.

At least annually (and more frequently, if appropriate), The SEHMA Home Health
Entities shall assess and update, as necessary, the Policies and Procedures. The rélevant
portions of any such revised Policies and Procedures shall be distributed to all Covered
Persons and Covered Contractors whose job functions relate to those Policies and
Procedures within 90 days of such revisions.

B. Training and Education.

Sections III.C.l through III.C.8 of the CIA are hereby incorporated into this
Addendum by reference. Section III.C of the CIA is also amended by the addition ofthe
following provisions.

1. Arrangements Training. Within 30 days after the Effective Date of this
Addendum, each Arrangements Covered Person shall receive at least two hours of
Arrangements Training. The Arrangements Training shall include a discussion of the
following topics:

a. Arangements that potentially implicate the Anti-Kickback
Statute or the Stark Law, as well as the regulations and other
guidance documents related to these statutes;

b. The SEHMA Home Health Entities' policies, procedures, and
other requirements relating to Arrangements, including but not
limited to the Focus Arrangements Database, the internal review and
approval process, and the tracking of remuneration to and from
sources of health care business or referrals required by Section I of
this Addendum (Compliance with the Anti-Kickback Statute and
Stark Law);

c. the personal obligation of each individual involved in the

development, approval, management, or review of the SEHMA
Home Health Entities' Arrangements to know the applicable legal
requirements and the SEHMAHome Health Entities' Policies and
Procedures;
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d. the legal sanctions under the Anti-Kickback Statute and the Stark
Law; and

e. examples of violations of the Anti-Kickback Statute and the Stark
Law.

New Arrangements Covered Persons shall receive this training within 30 days
after the beginning of their employment or becoming Arrangements Covered Persons, or
within 30 days after the Effective Date of this Addendum, whichever is later. A SEHMA
Home Health Entities' employee who has completed the Arrangements Training shall
review a new Arangements Covered Person's work until such time as the new
Arrangements Covered Person completes his or her Arangements Training.

After receiving the initial Arrangements Training described in this Section, each
Arrangements Covered Person shall receive at least one hour of Arangements Training
in each subsequent Reporting Period.

The requirements set forth in Sections I1LCA through III.C.8 of the CIA apply to
the Arangements Training set forth in Section I1LB of this Addendum to the CIA.

C. Compliance with the Anti-Kickback Statute and Stark Law. Section III of the
CIA is amended by the addition of this provision as Section III.J of the CIA.

1. Arrangements Procedures. To the extent not already completed before
the Effective Date of this Addendum to the CIA, but no later than 90 days after the
Effective Date, the SEHMA Home Health Entities shall create procedures reasonably
designed to ensure that each existing and new or renewed Arrangement does not violate
the Anti-Kickback Statute and/or the Stark Law or the regulations, directives, and
guidance related to these statutes (Arrangements Procedures). These procedures shall
include the following:

a. creating and maintaining a database of all existing and new or
renewed Arrangements that shall contain the information specified
in Appendix F (Arrangements Database);

b. tracking remuneration to and from all parties to each
Arrangement;

c. tracking service and activity logs to ensure that parties to the
Arrangement are performing the services required under the
applicable Arrangement(s) (if applicable);Addendum -5-
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d. monitoring the use of leased space, medical supplies, medical
devices, equipment, or other patient care items to ensure that such
use is consistent with the terms of the applicable Arangement(s) (if
applicable);

e. establishing and implementing a written review and approval
process for all Arrangements, including but not limited to a legal
review of Arrangements by counsel with expertise in the Anti-
Kickback Statute and Stark Law and appropriate documentation of
all internal controls, the purpose of which is to ensure that all new
and existing or renewed Arangements do not violate the Anti-
Kickback Statute and Stark Law; .

f. requiring the Compliance Officer to review the Arrangements
Database, internal review and approval process, and other
Arrangements Procedures on at least a quarterly basis and to provide
a report on the results of such review to the Compliance Committee;
and

g. implementing effective responses when suspected violations of
the Anti-Kickback Statute and Stark Law are discovered, including
disclosing Reportable Events and quantifying and repaying
Overpayments pursuant to Section III.H of the ciA (Reporting)
when appropriate.

2. New or Renewed Arrangements. Prior to entering into new
Arrangements or renewing existing Arrangements, in addition to complying with the
Arrangements Procedures set forth above, The SEHMA Home Health Entities shall
comply with the following requirements (Arrangements Requirements):

a. Ensure that each Arrangement is set forth in writing, signed by
the SEHMA Home Health Entities and the other parties to the
Arrangement, and is tracked in the Arrangements Database;

b. Include in the written agreement a requirement that all
individuals who meet the definition of Covered Persons shall comply
with the SEHMA Home Health Entities' Compliance Program,
including the training related to the Anti-Kickback Statute and the
Stark Law. Additionally, the SEHMA Home Health Entities shall
provide each party to the Arrangement with a copy of its Code ofAddendum -6-
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Conduct and Stark Law and Anti-Kickback Statute Policies and
Procedures; and

c. Include in the written agreement a certification by the partes to
the Arangement that the parties shall not violate the Anti-Kickback
Statute and the Stark Law with respect to the performance of the
Arrangement Review.

3. Records Retention and Access. The SEHMA Home Health Entities

shall retain and make available to QIG, upon request, the Arrangements Database and all
supporting documentation of the Arrangements subject to this Section and, to the extent
available, all non-privileged communications related to the Arrangements and the actual
perforiance of the duties under the Arrangements.

D. Review Procedures for Arrangements. Section III of the CIA is amended by
the addition of this provision as Section IILK of the CIA.

1. General Description.

a. Engagement of Independent Review Organization. Within 90
days after the Effective Date, the SEHMA Home Health Entities
shall engage an individual' or entity (or entities), such as an
accounting, auditing, law, or consulting firm (hereinafter
"Independent Review Organization" or "IRQ"), to perform a review
to assist the SEHMA Home Health Entities in assessing its
compliance with the obligations pursuant to Section IILC of this
Addendum to the CIA (Arrangements Review).

Each IRQ shall assess, along with the SEHMA Home Health
Entities, whether it can perform the IRQ review in a professionally
independent and/or objective fashion, as appropriate to the nature of
the engagement, taking into account any other business relationships
or other engagements that may exist. The engagement of the IRO
for the Arrangements Review shall not be deemed to create an
attorney-client relationship between the SEHMA Home Health
Entities and the IRO. The other applicable requirements relating to
the IRO( s) are outlned in Appendix G to this Addendum, which is
incorporated by reference.

b. Frequency of Arrangements Review. The Arrangements Review
shall be performed annually and shall cover each of the ReportingAddendum - 7-
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Periods. The IRO(s) shall perform all components of each annual
Arrangements Review.

d. Retention of Records. The IRO and the SEHMA Home Health
Entities shall retain and make available to QIG, upon request, all
work papers, supporting documentation, correspondence, and draft
reports (those exchanged between the IRQ and the SEHMA Home
Health Entities) related to the reviews.

e. Responsibilties and Liabilties. Nothing in this Section IlLJ
affects the SEHMA Home Health Entities' responsibilties or
liabilties under any criminal, civil, or administrative laws or
regulations applicable to any Federal health care program including,
but not limited to, the Anti-Kickback Statute and/or the Stark Law.

2. Arrangements Review. The IRO shall perform a review to assess
whether the SEHMA Home Health Entities are complying with the Arrangements
Procedures and Arrangements Requirements required by Sections IILC.land III.C.2 of
this Addendum to the CIA. The IRO shall randomly select a sample of 50 the SEHMA
Home Health Entities Arangements that were entered into or renewed during the
Reporting Period. The IRQ shall assess whether the SEHMA Home Health Entities has
implemented the Arangements Procedures and, for each selected Arangement, the IRO
shall assess whether the SEHMA Home Health Entities have complied with the
Arrangements Procedures and Arangements Requirements specifically with respect to
that Arrangement. The IRQ's assessment shall include, but is not limited to (a) verifying
that the Arrangement is listed in the Arrangements Database; (b) verifying that the
Arrangement was subject to the internal review and approval process (including both a
legal and business review) and obtained the necesSary approvals and that such review and
approval is appropriately documented; ( c) verifying that the remuneration related to the
Arrangement is properly tracked; (d) verifying that the service and activity logs are
properly completed and reviewed (if applicable); (e) verifying that leased space, medical
supplies, medical devices, and equipment, and other patient care items are properly
monitored (if applicable); (f) verifying that the Compliance Officer is reviewing the
Focus Arrangements Database, internal review and approval process, and other
Arrangements Procedures on a quarterly basis and reporting the results of such review to
the Compliance Committee; (g) verifying that effective responses are being implemented
when violations of the Anti-Kickback Statute and Stark Law are discovered; and (h)
verifying that the SEHMA Home Health Entities has met the requirements of Section
IILC.2 of this Addendum to the CIA.
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3. Arrangements Review Report. The IRQ shall prepare a report based
upon the Focus Arrangements Review performed (Focus Arrangements Review Report).
The Arangements Review Report shall include the IRO's findings with respect to (a)
whether the SEHMA Home Health Entities has generally implemented the Arrangements
Procedures described in Section III.C.1 of this Addendum tothe CIA; and (b) specific
findings as to whether the SEHMA Home Health Entities has complied with the
Arrangements Procedures and Arrangements Requirements with respect to each of the
randomly selected Arrangements reviewed by the IRO. In addition, the Arrangements
Review Report shall include any observations, findings and recommendations on possible
improvements to The SEHMA Home Health Entities' policies, procedures, and systems
in place to ensure that all Arrangements do not violate the Anti-Kickback Statute and
Stark Law.

4. Unallowable Cost Review. If applicable, the IRO shall conduct a review
of The SEHMA Home Health Entities' compliance with the unallowable cost provisions
of the Settlement Agreement. The IRO shall determine whether the SEHMA Home
Health Entities has complied with its obligations not to charge to, or otherwise seek
payment from, federal or state payors for unallowable costs and its obligation to identify
to applicable federal or state payors any unallowable costs included in payments
previously sought from the United States, or any state Medicaid program. This
unallowable cost analysis shall include, but not be limited to, payments sought in any cost
report, cost statements, information reports, or payment requests already submitted by
the- SEHMA Home Health Entities or any affiiates. To the extent that such cost reports,
cost statements, information reports, or payment requests, even if already settled, have
been adjusted to account for the effect of the inclusion of the unallowable costs, the IRO
shall determine if such adjustments were proper. In making this determination, the IRO
may need to review cost reports and/or financial statements from the year in which the
Settlement Agreement was executed, as well as from previous years.

5. Unallowable Cost Review Report. If applicable, the IRO shall prepare a
report based upon the Unallowable Cost Review performed. The Unallowable Cost
Review Report shall include the IRO's findings and supporting rationale regarding the
Unallowable Costs Review arid whether the SEHMA Home Health Entities has complied
with its obligation not to charge to, or otherwise seek payment from, federal or state
payors for unallowable costs (as defined in the Settement Agreement) and its obligation
to identify to applicable federal or state payors any unallowable costs included in
payments previously sought from such payor.

6. Validation Review. In the event 010 has reason to believe that: (a) The
SEHMA Home Health Entities's Arrangements Review or Unallowable Cost Review
fails to conform to the requirements of this Agreement; or (b) the IRO's findings orAddendum -9-
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Arrangements Review or Unallowable Cost Review results are inaccurate, 010 may, at
its sole discretion, conduct its own review to determine whether the Arrangements
Review or Unallowable Cost Review complied with the requirements of the Agreement
and/or the findings or Arrangements Review or Unallowable Cost Review results are
inaccurate (Validation Review). The SEHMA Home Health Entities shall pay for the
reasonable cost of any such review performed by OIG or any of its designated agents.
Any Validation Review of Reports submitted as part of the SEHMA Home Health
Entities' final Annual Report must be initiated no later than one year after the SEHMA
Home Health Entities' final submission (as described in Section II of the Addendum to
the CIA) is received by OIG.

Before initiating a Validation Review, aia shall notify the SEHMA Home Health
Entities of its intent to do so and provide a written explanation of why aia believes such
a review is necessary. To resolve any concerns raised by OIG, the SEHMA Home Health
Entities may request a meeting with OIG to: (a) discuss the results of any Focus
Arrangements Review or Unallowable Cost Review submissions or findings; (b) present
any additional information to clarify the results of the Focus Arrangements Review or
Unallowable Cost Review or to correct the inaccuracy of the Arrangements Review or
Unallowable Cost Review; and/or (c) propose alternatives to the proposed Validation
Review. The SEHMA Home Health Entities agrees to provide any additional
information as may be requested by OIG under this Section in an expedited manner. OIG
wil attempt in good faith to resolve any Arangements Review or Unallowable Cost
Review issues with The SEHMA Home Health Entities prior to conducting a Validation
Review. However, the final determination as to whether or not to proceed with a
Validation Review shall be made at the sole discretion ofOIG.

7. Independence and Objectivity Certifcation. The IRO shall include in its
report( s) to the SEHMA Home Health Entities a certfication or sworn affidavit that it has
evaluated its professional independence and objectivity, as appropriate to the nature of
the engagement, with regard to the Arrangements Review and, if applicable, the
Unallowable Cost Review and that it has concluded that it is, in fact, independent and
objective.

iv. IMPLEMENTATION AND ANNUAL REpORTS

A. Implementation Report. Within 120 days after the Effective Date of this
Addendum to the CIA, the SEHMA Home Health Entities shall submit a written report to
Oia summarizing the status of its implementations of the additional requirements set
forth in this Addendum to the CIA. The Implementation Report shall, at a minimum,
include the following information:

Addendum -10-
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1. a copy of all Policies and Procedures required by Sections IILA of this
Addendum to the CIA;

2. the following information regarding the Arrangements Training required
by Section IILB of this Addendum to the CIA:

a. a description of such training, including a summary of the topics
covered, the length of sessions, and a schedule of training sessions;
and

b. the number of indiyiduals required to be trained, percentage of
individuals actually trained, and an explanation of any exceptions.

A copy of all training materials and the documentation supporting this information shall
be available to GIG, upon request.

3. a description of the Arrangements Database required by Section
III. C.l.a of this Addendum to the CIA;

,

4. a description of the internal review and approval process required by
Section III.C.Le of this Addendum to the CIA;

5. the following information regarding the IRO(s): (a) identity, address,.
and phone number; (b) a copy of the engagement letter; (c) a summary and description of
any and all current and prior engagements and agreements between the SEHMA Horne
Health Entities and the IRO; and (d) the proposed start and completion dates of the Focus
Arrangements Review and, if applicable, Unallowable Cost Review; and

6. a certification from the IRO regarding its professional independence and
objectivity with respect to the SEHMA Horne Health Entities.

B. Annual Reports. The SEHMA Horne Health Entities shall submit to OIG
annually a report with respect to the status of, and findings regarding, the SEHMA Home
Health Entities' compliance activities for each of the three Reporting Periods (Annual
Report).

The Annual Report shall include the information required by Section V.B of the CIA. In
addition, Section V.B of the CIA is also amended by the addition of the following items,

which must be included in each Annual Report:

Addendum -LI-
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1. a summary of any significant ohanges or amendments to the Policies and
Procedures rèquired by Sections III.A of this Addendum to the. CIA and the rtasons for
such changes (~, change in contractor policy) and copies of any compliance-related
Policies and Procedures;

2. the following information regarding the Arrangements Training required
by Section III.B of this Addendum tolthe CIA:

a. a descriptiongf such training~ including a summary of the topics
covered, the length of sessions, and a schedule of training sessions;and t' '.~.

..'
.:!

b. the number o-Lindividuals required to be trained, percentage of
individuals actu~ïiy trained, and an explanation of any exceptions.

A copy of all training materials and the documentation supporting this information shall
be available to QIG, upon request.

3. a description of any changes to the Arrangements Database required by
Section III. C.l.a of this Addendum tö the CIA;

4. a description of any changes to the internal review and approval process
required by Section III.C.l.e of this Addendum to the CIA;

5. a description of any changes to the tracking and monitoring procedures
and other Arrangements Procedures required by Section III.C.l of this Addendum to the
CIA;

6. a complete copy of aU reports prepared pursuant to Section IH.D of this
Addendum to the CIA (Section III.Kofthe CIA);

7. The SEHMA Home. Health Entities' response and corrective action
planes) related to any issues raised by the reports prepared pursuant to Section III.D of
this Addendum to the CIA (Section III.K of the CIA);

8. a summary and description of any and all current and prior engagements
and agreements between the SEHMA Home Health Entities and the IRQ, if different
from what was submitted as part of the Implementation Report; and

9. a certification from the IRQ regarding its professional independence and
objectivity with respect to the SEHMA Home Health Entities.

Addendum
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The first Annual Report shall be received by 010 no later than 120 days after the
end of the first Reporting Period. Subsequent Annual Reports shall be received by OIG .
no later than the anniversary date of the due date of the first Annual Report.

t(~

V. BREACH AND DEFAULT PROVISIONS

The SEHMA Home He_alth Entities are expected to fully and timely comply with
all of its CIA obligations. Section X of the CIA is hereby incorporated by reference into
this Addendum to the CIA. . In addition, Section X.A.l of the CIA is hereby modified by
the addition of the following provision:

1. the Arrangements Procedures and/or Focus Arrangements
Requirements described in Sections III.C.1 and III.C.2 of this
Addendum to the CIA.

Section X.AA of the CIA and the Pirst Addendum to the CIA is replaced with the
following provision:

4. A StipulatedPenaltyof$2,500 (which shall begin to accrue on the day
after the date the obligation became due) for each day the SEHMA Home Health Entities
fail to submit the annual Cost Reporting Engagement Report, Unallowable Cost Review
Report, Claims Review Report, or Annual Audit Report, if applicable, in accordance with
the requirements of Section III.D and Appendix B of the CIA; or the Biling Systems
Report and Unallowable Cost Review Report in accordance with the requirements of
Section III.; or the Arrangements Review Report in accordance with the requirements of
Section III.K and Appendices A and B of this Addendum to the CIA.

Vi. EFFECTIVE AND BINDING AGREEMENT

Unless explicitly indicated in this Addendum to the CIA, all other terms and provisions
of the CIA and the Pirst Addendum to the CIA are incorporated into this Addendum to
the CIA by reference and shall remain in full force and effect.

(Signatures on following pages)
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QN BEHALF OF THE SEHMA HOME HEALTH ENTITIES

;)';:~'
Wilfred BJ eras . .
On Behalf of the SEHMA Home Health Entities

o :¿~:¿ lb 8-'
DAT

Kendall Coffey
Counsel for Wilfred Bra

o 2 (1-7 ( tS'S

DATE'
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ON BEHALF OF THE OFFICE OF INSPECTOR GENERAL
OF THE DEPARTMENT OF HEALTH AND HUMAN SERVICES

s ji-i!!g
DATE iGREGORY E. DEMSKE

Assistant Inspector General for Legal Affairs
Office of Counsel to the Inspector General
U. S. Departent of Health and Human Services
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APPENDIX A

ARRNGEMENTS DATABASE

The SEHMA Home Health Entities shall create and maintain a Arrangements
Database to track all new and existing Focus Arangements in order to ensure that
each Arrangement-does not violate the Anti-Kickback Statute and Stark Law. The
Arrangements Database shall conÚiin certain information to assist the SEHMA Home
Health Entities in evaluating whether each Arrangementviolates the Anti-Kickback
Statute and Stark Law, including but not limited to the following:

1. Each party involved in the Arrangement;

2. The type of Arrangement (~, physician employment contract, medical

directorship, lease agreement);

3. The term of the Arrangement, including the effective and expiration dates

and any automatic renewal provisions;

4. The amount of compensation to be paid pursuant to the Arrangement and

the means by which compensation is paid;

5. The methodology for determining the compensation under the

Arangements, including the methodology used to determine th~ fair market value
of such compensation;

6. Whether the amount of compensation to be paid pursuant to the

Arangement is determined based on the volume or value of referrals between the
parties;

7. Whether each party has fulfilled the requirements of Section III.C.2 of this
Addendum to the CIA; and

8. Whether the Arrangement satisfies the requirements of an Anti-Kickback

Statute safe harbor and/or a Stark Law exception or safe harbor, as applicable.
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APPENDIX B

INDEPENDENT REVIEW ORGANIZATION

This Appendix contains the requirements relating to the Independent Review
Organization (IRO) required by Section nLK of the CIA.

A. IRO Engagement.

The SEHMA Home Health Entities shall engage an IRO that possesses the
qualifications set forth inParagraph B, below, to perform the responsibilities in
Paragraph C, below. The IRO shall conduct the review in a professionally independent
and/or objective fashion, as set forth in Paragraph D. Within 30 days after the OIG
receives written notice of the identity of the selected IRO, the OIG wil notify the
SEHMA Home Health Entities if the IRO is unacceptable. Absent notification from the
OIG that the IRO is unacceptable, the SEHMA Home Health Entities may continue to
engage the IRO.

If The SEHMA Home Health Entities engages a new m.o during the term of the
CIA, this IRO shall also meet the requirements of this Appendix. If a new IRO is
engaged, the SEHMA Home Health Entities shall submit the information identified in
Section IV.A.5 of this Addendum to the CIA to the OIG within 30 days of engagement of

the IRO. Within 30 days after the OIG receives written notice of the identity of the
selected IRQ, the OIG wil notify the SEHMA Home Health Entities if the IRO is
unacceptable. Absent notification from the OIG that the IRO is unacceptable, The
SEHMA Home Health Entities may continue to engage the IRO.

B. IRQ Qualifications.

The IRO shall:

l. assign individuals to conduct the Arangements Review and, if applicable, the
Unallowable Cost Review engagement who have expertise in the subject matter of the
review(s) the IRO is being engaged to perform and in the general requirements of the
Federal health care program(s) from which the SEHMA Home Health Entities seeks-
reimbursement; and

2. have sufficient staff and resources to conduct the reviews_ required by the CIA
on a timely basis.
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C. IRO Responsibilities.

The IRO shall:

1. perform each Arangements Review in accordance with the specific
requirements of the CIA;

2. respond to all 010 inquires in a prompt, objective, and factual manner; and

3. prepare timely, clear, well-written reports that include all the information
required by the CIA.

D. IRO Independence/Obiectivity.

The IRO must perform the Arrangements Review in a professionally independent
and objective fashion, as appropriate to the nature of the engagement, taking into account
any other business relationships or engagements that may exist between the IRO and the
SEHMA Home Health Entities.

E. IRO Removal/Termination.

1. The SEHMA Home Health Entities. rfthe SEHMA Home Health Entities
terminates its IRO during the course ofthe engagement, the SEHMA Home Health
Entities must submit a notice explaining its reasons to the oro no later than 30 days after
termination. The SEHMA Home Health Entities must engage a new IRO in accordance
with Paragraph A of this Appendix.

2. OIG Removal of IRO. In the event the 010 has reason to believe that the IRO
does not possess the qualifications described in Paragraph B, is not independent and/or
objective as set forth in Paragraph D, or has failed to carry out its responsibilities as
described in Paragraph C, the 010 may, at its sole discretion, require the SEHMA Home
Health Entities to engage a new IRO in accordance with Paragraph A ofthis Appendix.

Prior to requiring the SEHMA Home Health Entities to engage a new IRO, the
OIG shall notify the SEHMA Home Health Entities of its intent to do so and provide a
written explanation of why the 010 believes such a step is necessary. To resolve any
concerns raised by the 010, the SEHMA Home Health Entities may request a meeting
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with th~ 010 to disC\lsß any aspect of the IRO's. qualifications, independence, or
performance of its responsibilties and to present additional information regarding these
matters. The SEHMA Home Health Entities shall provide any additional information as
may be requested by the 010 under this Paragraph in an expedited manner. The OIG
wil attempt in good faith to resolve any differences regarding the IRa with the SEHMA
Home Health Entities prior to requiring the SEHMA Home Health Entities to terminate
the IRa. However, the final determination as to whether or not to require the SEHMA
Home Health Entities to engage a new IRa shall be made at the sole discretion of the
OIG.
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